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PATENT APPLICATION 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent Application Confirmation: 7548 

Inventor(s): Buchholz et al. Group: 1642 

Serial No. 10/696,487, filed October 29, 2003 Examiner: Ungar, Susan, N. 

(Ref. No. 21460) 

For: METHODS FOR DIAGNOSIS AND THERAPY OF PANCREATIC CANCER 
AND COMPOSITION USEFUL THEREIN 

COMMUNICATION 

Nutley, New Jersey 071 10 
February 1 , 2008 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

The present Communication summarizes a telephone conference conducted by 
the undersigned with the Examiner on January 17, 2008. 

During the conference, the Examiner proposed amendments which would place 
the claims in condition for allowance. The Examiner advised that, upon approval by the 
applicants, she would issue a Notice of Allowance with an Examiner's Amendment 
containing the subject amendments to the claims. Following the discussion, applicants 
agreed to the Examiner's proposed amendments. Specifically, the Examiner proposed 
the cancellation of claims 3, 13, and 17 and amending claims 1,2, and 16 as follows. 
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1 . A method for determining the presence or absence of pancreatic cancer in a 
patient comprising: 

(i) obtaining a biological sample from a -said patient: 

(ii) detecting, in the sample, mRNA which is capable of being used in the 
production of a-the sequence consisting of SEQ ID NO: 1; and 

(iii) comparing the amount of mRNA detected with a predetermined standard 
value indicating the decision line for tumor-induced or non-tumor-induced 
UKW expression or presence i n tho ooll of mRNA which is capable of being 
used in the production of the sequence consisting of SEQ ID NO: 1 and 
therefrom determining the presence or absence of pancreatic cancer in the 
patient. 

2. A process for determining whether or not a test sample of tissue or fluid of a 
patient contains pancreatic tumor cells, wherein the test sample and a second 
sample originating from non-pancreatic-tumor cells from the same individual or a 
different individual of the same species are used, wherein the samples are 
assayed for mRNA which is capable of being used in the production of the 
sequence consisting of SEQ ID NO: 1 with a probe selected from the group 
consisting of: 

(i) the nucleic acid consisting of SEQ ID NO: 1 or a fragment thereof, said 

fragment consisting of a nucleotide seguence comprising 50 contiguous 

nucleotides of SEQ ID NO: 1: and 

(ii) a nucleic acid consisting of a polynucleotide which is 100% 

complementary to said nucleic acid consisting of SEQ ID NO: 1 or said 

fragment thereof: 

wherein determination of approximately 15 fold to approximately 60 fold greater 
level of mRNA which is capable of being used in the production of the seguence 
consisting of SEQ ID NO: 1 in the test sample compared to the level of mRNA 
which is capable of being used in the production of the seguence consisting of 
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SEQ ID NO: 1 in the second sample, indicates that said test sample contains 

pancreatic cancer cells w h i ch procoss compr i c e s th e fo l low i ng st e ps: 

{a} — i ncubat i ng nuc le ic acids contained in oaoh respect i v e samp le undor str i ngent 

hybr i d i zat i on cond i t i ons w i th a nuc l e i c acid prob e wh i ch i s so l oct e d from tho 

group cons i st i ng of: 

(i) — th e nuc lei c acid s e quence consisting of SEQ I D NO: 1, or a fragment 
thereof, said fragm e nt comprising 50 contiguous nucl e otides of SEQ I D 

(h) — a nuc lei c ac i d s e qu e nce wh i ch i s 100% compl e m e ntary to any nucl e ic 

ac i d s e qu e nc e of (i); 
p) — a nucl e ic ac i d sequenc e wh i ch i s capabl e of hybridizing undor high 

str i ngent hybrid i zat i on cond i tions w i th tho soquonc e of ( i ); and 
(tv) — a nucle i c acid s e qu e nce which is capab l e of hybrid i zing undor high 
str i ng e nt hybrid i zation cond i tions with th e s e qu e nce of ( i i); 
(b) — d e t e rm i n i ng th e approximate amount of hybrid i zat i on of nucloic acids pr e sent 

in e ach r e sp e ct i v e sampl e w i th said prob e , and 
(g) — compar i ng tho approximate amount of hybr i dizat i on pr e s e nt in sa i d tost 
samp le to an approx i mate amount of hybridization pr e s e nt in sa i d s e cond 
sampl e to id e ntify wh e th e r or not th e t e st sampl e conta i ns an approx i mate l y 
15 fold to approx i mat e ly 60 fo l d gr ea t e r le v el of hybr i d i zation than do o s sa i d 
s e cond sampl e and th e r e from d e t e rm i n i ng wh e th e r th e t e st samp le conta i ns 
pancreat i c tumor co l ls; 
sa i d str i ng e nt hybridizat i on cond i t i ons b ei ng cond i t i ons i nvo l v i ng washing said 
nuc l eic acids with a so l ut i on of 5x SSC, 0.5% SDS, 1.0 mmol/1 EDTA, pH 8.0, thon 
hybr i dizing said nucl ei c acids at 50 to 60°C in 5x SSC ov e rn i ght, thon wash i ng said 
nuc le ic acids at room temp e ratur e for 40 m i nut e s w i th 2x SSC conta i n i ng 0.1% 
SDS and aft e rwards wash i ng said nuc l eic ac i ds w i th 0.1x SSC, 0.1% SDS at 50°C 
for AO m i nut e s w i th on e chang e of fr e sh so l ut i on; 
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said h i gh string e nt hybridizat i on condit i ons bo i ng cond i t i ons i nvolving washing sa i d 
nucl ei c ac i ds with a so l ut i on of 5x SSC, 0.5% SDS, 1 .0 mmo l /1 EDTA, pH 8.0, thon 
hybrid i z i ng said nucle i c ac i ds at 65 to 70°C in 5x SSC ov e rn i ght, thon washing said 
nucl e ic acids at room temp e ratur e for 40 minutos w i th 2x SSC conta i n i ng 0.1% 
SDS and afterwards washing sa i d nuc le ic acids w i th 0.1x SSC, 0.1% SDS at 50°C 
for 40 m i nut e s with on e chang e of fr e sh so l ut i on . 

16. A process according to claim 23-wherein said nucleic acid probe is the nucleic 
acid shown in SEQ ID NO:1 or a nucleic acid which is 100%_complementary to 
said sequence. 

In addition to the above, the Examiner advised that the Office is not in receipt of 
a certified copy of the European Application No. 02024539.5, which serves as the 
priority document for the present application. While applicants had filed such a certified 
copy in the Office on November 8, 2004, the Examiner advised that the copy in the 
Office's file related to a different application. Applicants maintain that a certified copy of 
the '539 application was indeed filed in the Office; nevertheless, applicants have filed a 
second certified copy of the 539 application on January 28, 2008. Applicants hereby 
request, therefore, that the priority claim based on the % 539 European application be 
recognized. 

In view of the above, applicants await the issuance of a Notice of Allowance with 
an Examiner's Amendment containing the aforementioned amendments. 

If the Examiner believes there are other issues that can be resolved by telephone 
interview, or that there are any informalities remaining in the application which may be 
corrected by Examiner's Amendment, a telephone call to the undersigned attorney is 
respectfully solicited. 
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The Patent Office is hereby authorized to charge any required fees, including any 
extension of time and/or excess claim fees, or credit any overpayment, to applicant's 
Deposit Account 08-2525 as appropriate. 



RespectfulW submitted, 




Gene J/ Yac 

Attorney foifApplicant(s) 
(Reg. No. 47,193) 
340 Kingsland Street 
Nutley, New Jersey 071 10 
Telephone: (973) 235-6993 
Telefax: (973) 235-2363 

344042 
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